TCT-513: Lower Rate of Major Bleeding Complications With Radial Arterial Access for Elective PCI in Clinical Practice in Europe: Results of the Euro Heart Survey PCI-Registry  by unknown
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$JH>\HDUV@   QV
)HPDOH*HQGHU   QV
%0,NJP   QV
3ULRU0,   
3ULRU3&,   QV
3ULRU&$%*   
3HULSKHUDO$UWHU\'LVHDVH   QV
'LDEHWHV   
*3,,E,,,D   
/0:+   
0DMRUEOHHGLQJ   
'HDWK   QV
'HDWK0,6WURNH   
&RQFOXVLRQ,QFRQVHFXWLYHSDWLHQWVXQGHUJRLQJHOHFWLYH3&,LQ(XURSHUDGLDODUWHULDODFFHVV
DVFRPSDUHGWRIHPRUDODUWHULDODFFHVVZDVDVVRFLDWHGZLWKDVLJQL¿FDQWO\ORZHUUDWHRIPDMRU
EOHHGLQJFRPSOLFDWLRQV
7&7
6XWXUH0HGLDWHG$UWHULDO$FFHVV6LWH&ORVXUHDIWHU3HUFXWDQHRXV7UDQVIHPRUDO$RUWLF
9DOYH,PSODQWDWLRQ7KH6LQJOH3UR*OLGH707HFKQLTXH
3KLOLSS.DKOHUW)DGL$O5DVKLG5DLPXQG(UEHO+ROJHU(JJHEUHFKW
:HVW*HUPDQ+HDUW&HQWHU'HSDUWPHQWRI&DUGLRORJ\(VVHQ*HUPDQ\
%DFNJURXQG&XUUHQWO\WUDQVIHPRUDODRUWLFYDOYHLPSODQWDWLRQ7$9,LVHYROYLQJLQWRDFRPSOHWHO\
SHUFXWDQHRXVSURFHGXUH+RZHYHUSHUFXWDQHRXVYDVFXODUDFFHVVVLWHFORVXUHVWLOO UHPDLQVDPDMRU
WHFKQLFDOFKDOOHQJHPDQGDWLQJIXUWKHUPHWKRGRORJLFDOUH¿QHPHQWVDVLWFDXVHVDUHOHYDQWDPRXQWRI
YDVFXODUFRPSOLFDWLRQV:HVRXJKWWRHYDOXDWHIHDVLELOLW\VDIHW\DQGHI¿FDF\RISHUFXWDQHRXVDUWHULDO
DFFHVVVLWHFORVXUHDIWHU7$9,XVLQJDVLQJOH)UHQFK3UR*OLGH70$EERWW9DVFXODU'HYLFHV86$
VXWXUHPHGLDWHGYDVFXODUFORVXUHGHYLFHURXWLQHO\XVHGIRUIHPRUDODFFHVVVLWHFORVXUHDIWHUFRURQDU\
DQJLRJUDSK\DQGLQWHUYHQWLRQDSSOLHGLQWKH³SUHFORVH´WHFKQLTXH
0HWKRGV)URP0DUFKWR0DUFKDWRWDORIFRQVHFXWLYHSDWLHQWVXQGHUZHQW7$9,XVLQJ
ERWK FXUUHQWO\ FRPPHUFLDOO\ DYDLODEOH VWHQWYDOYH SURVWKHVHV$IWHU SHUFXWDQHRXV SXQFWXUH RI WKH
FRPPRQIHPRUDODUWHU\DVLQJOH)UHQFK3UR*OLGH70GHYLFHZDVGHSOR\HGSULRUIXUWKHUSUHGLODWDWLRQ
RI WKH YHVVHO DQG LQVHUWLRQ RI WKH ODUJHERUH LQWURGXFHU VKHDWK $W WKH HQG RI WKH SURFHGXUH WKH
SUHIRUPHGNQRWVZHUH WLHGDIWHU UHPRYDORI WKHGHOLYHU\ VKHDWK IRU¿QDOKHPRVWDVLV&RQWUDODWHUDO
DQJLRJUDSK\ZDVXVHGIRUSRVWSURFHGXUDOHYDOXDWLRQRIWKHDFFHVVYHVVHO7KLVDSSURDFKZDVFRPSDUHG
WRRXUSUHYLRXVH[SHULHQFHVZLWKDFFHVVVLWHFORVXUHXVLQJWKH)UHQFK3URVWDU;/70GHYLFH$EERWW
9DVFXODU'HYLFHV86$ Q  DVZHOO DVPXOWLSOH3UR*OLGH70GHYLFHV Q  DOVR DSSOLHG LQ WKH
³SUHFORVH´WHFKQLTXH
5HVXOWV7$9,ZDV WHFKQLFDOO\ VXFFHVVIXO LQ DOO EXW RQHSDWLHQW 3HUFXWDQHRXV DFFHVV VLWH FORVXUH
XVLQJWKHVLQJOH3UR*OLGH70WHFKQLTXHZDVVXFFHVVIXOO\DFKLHYHGZLWKRXWFRPSOLFDWLRQVLQ
SDWLHQWV ,Q WKH UHPDLQLQJSDWLHQWVGLVVHFWLRQVRI WKHDFFHVVYHVVHO UHOHYDQW UHVLGXDO VWHQRVHV
DQGRQHFRQWLQXRXVEOHHGLQJZHUHREVHUYHGUHTXLULQJ37$LQDQGVWHQWLPSODQWDWLRQLQSDWLHQWV
6XUJLFDOUHSDLUZDVQRWQHFHVVDU\7KHVLQJOH3URJOLGH70WHFKQLTXHZDVDVVRFLDWHGZLWKDVLJQL¿FDQWO\
KLJKHUVXFFHVVUDWHYVDQGSDQGOHVVFRPSOLFDWLRQVFRPSDUHGWRWKHRWKHUWZR
DSSURDFKHVHJVXUJLFDOUHSDLUYHUVXVDQGS
&RQFOXVLRQ7KH VLQJOH3UR*OLGH70WHFKQLTXH LV DQ HDVLO\ DSSOLFDEOH DQG VDIHPHWKRG IRU DUWHULDO
DFFHVV VLWH FORVXUH DIWHU WUDQVIHPRUDO 7$9, UHSUHVHQWLQJ DQ LPSRUWDQW SURFHGXUDO UH¿QHPHQW
UHJDUGLQJDVDIHFRPSOHWHO\SHUFXWDQHRXVSURFHGXUH
7&7
1RYHO0HWKRGRI9HQWULFXODU&ORVXUH)ROORZLQJ7UDQVDSLFDO$FFHVVDQG,QWURGXFWLRQRID
1HZ7UDQVDSLFDO&ORVXUH'HYLFH
5LFKDUG5+HXVHU5XVV+RXVHU
3KRHQL[+HDUW&HQWHU3KRHQL[$=9DVFXODU&ORVXUH6\VWHPV,QF3DOR$OWR&$
%DFNJURXQG5HFHQWO\OHIWYHQWULFXODUSXQFWXUHDQGVKHDWKSODFHPHQWWKURXJKDPLQLWKRUDFRWRP\
KDVEHHQXWLOL]HGWRDOORZLQWURGXFWLRQRIFDWKHWHUGHOLYHUHGDRUWLFYDOYHV:HHYDOXDWHGWKUHHGHYLFHV
FRPPRQO\XVHGIRUSHUFXWDQHRXVYDVFXODUFORVXUHWRVHDOWKHYHQWULFXODUSXQFWXUHLQFLVLRQ:HDOVR
LQWURGXFHDQHZWUDQVDSLFDOGHYLFHWKH)DVW6HDODUHVRUEDEOHV\VWHPIRUWUDQVDSLFDOFORVXUH)LJXUH
9DVFXODU&ORVXUH6\VWHPV,QF3DOR$OWR&DOLIRUQLD
0HWKRGV:HHYDOXDWHGWKLVFRQFHSWLQDSRUFLQHPRGHOZLWK6L[)UHQFK)VKHDWKVSODFHGLQWKH
WUDQVDSLFDOWHUULWRU\LQWKHOHIWYHQWULFOHDQGWKHULJKWYHQWULFOH7KHLQFLVLRQVZHUHWKHQFORVHGXVLQJ
WKUHHW\SHVRIFRPPHUFLDOO\DYDLODEOHIHPRUDOYDVFXODUFORVXUHV\VWHPV$QJLR/LQN6WDU&ORVH
0\Q[
5HVXOWV2QHDQLPDOKDGRQHGHYLFH$QJLR/LQNSODFHGLQHDFKRIWKHOHIWDQGULJKWYHQWULFOHDQG
FORVXUHZDV LPPHGLDWHO\ REVHUYHG LQWUDRSHUDWLYHO\$QRWKHU DQLPDO KDG GHYLFHV 6WDU&ORVH
SODFHGLQWKHOHIWYHQWULFOHDQGRQHLQWKHULJKWYHQWULFOHZLWKFORVXUHREVHUYHGZLWKLQVHFRQGVRI
DSSOLFDWLRQ$WKLUGDQLPDOKDGDSSOLFDWLRQRI0\Q[GHYLFHVDWVKHDWKVLWHVXVLQJDQH[WUDYDVFXODU
ELRLQHUW VHDODQW 7ZR VLWHV IDLOHG DQG WKUHH RWKHUV ZHUH LPPHGLDWHO\ VXFFHVVIXO 7ZR VLWHV RI
VSRQWDQHRXVVKHDWKUHPRYDOFRQWLQXHGWRRR]HIRUPLQXWHVDIWHUUHPRYDO+LVWRSDWKRORJ\HYDOXDWLRQ
FRQ¿UPHGQRHYLGHQFHRIGHYLFHH[SRVXUHRQWKHHQGRYDVFXODUVXUIDFHLQWKH¿UVWDQLPDOV:LWKWKH
0\Q[GHYLFHDPDMRULW\RIPDWHULDOUHPDLQHGRQWKHYHQWULFXODUVXUIDFHZKHUHHQGRFDUGLDOFRQWDFW
ZDVTXLWHH[WHQVLYH
&RQFOXVLRQ7ZRRIWKHFORVXUHGHYLFHVWKH$QJLR/LQNDQG6WDU&ORVHDSSHDUWREHHIIHFWLYHLQ
WKH)DQLPDOPRGHO:HLQWHQGWRH[SDQGWKHVFDOHRIDQLPDOVWXGLHVDQGHYDOXDWHWKHGHYLFHIRUDQ\
PRGL¿FDWLRQVLQPHFKDQLVPRUWHFKQLTXHIRUXOWLPDWHXVHLQKXPDQVXEMHFWV
7&7
3UHGLFWRUVRI&RPSOLFDWLRQV5HODWHGWR$FFHVV6LWH$IWHU3HUFXWDQHRXV&RURQDU\
,QWHUYHQWLRQV
9LWDOLH&UXGX-DPHV%ODQNHQVKLS.LPEHUO\6NHOGLQJ
*HLVLQJHU0HGLFDO&HQWHU'DQYLOOH3$
%DFNJURXQG0RUHWKDQSHUFXWDQHRXVFRURQDU\LQWHUYHQWLRQV3&,DUHSHUIRUPHGLQWKH
86$\HDUO\$FFHVVVLWHFRPSOLFDWLRQV$6&RFFXUFRPPRQO\RIFDVHV7KH\DUHDVVRFLDWHG
ZLWKLQFUHDVHGPRUELGLW\DQGPRUWDOLW\DQGLQFUHDVHGKHDOWKFDUHFRVWV:HVRXJKWWRGHWHUPLQHWKH
SUHGLFWRUVRI$6&DIWHU3&,VDVZHOODVWKHLUUHODWLRQVKLSWRLQKRVSLWDOPRUWDOLW\
0HWKRGV$PXOWLYDULDWHORJLVWLFUHJUHVVLRQDQDO\VLVZDVFRQGXFWHGWRLGHQWLI\WKHSUHGLFWRUVRIIRXU
SUHGH¿QHGFRPSOLFDWLRQVDUWHULRYHQRXV¿VWXODSVHXGRDQHXU\VPUHWURSHULWRQHDOEOHHGDQGEORRG
WUDQVIXVLRQV$VHFRQGPXOWLYDULDWHORJLVWLFUHJUHVVLRQPRGHOZDVGHVLJQHGWRGHWHUPLQHLI$6&DUH
LQGHSHQGHQWSUHGLFWRUVRILQKRVSLWDOPRUWDOLW\
5HVXOWV%HWZHHQ-DQXDU\VWDQG'HFHPEHUVWD WRWDORI3&,SURFHGXUHVZHUH
SHUIRUPHG DW RXU LQVWLWXWLRQ RIZKLFK   KDG$6&9DULDEOHV VKRZQ LQ WKHPXOWLYDULDWH
ORJLVWLFUHJUHVVLRQPRGHOWRSUHGLFW$6&ZHUHIHPDOHJHQGHU25&,WRSHULSKHUDO
YDVFXODUGLVHDVH25&,WRFXUUHQWVPRNLQJ25&,WRDQG
WLPHIUDPHWR25&,WRIRU\HDUDQG25&,WR
IRU\HDUDVFRPSDUHGWR7KHYDULDEOHVDVVRFLDWHGZLWKDGHFUHDVHGLQFLGHQFHRI$6&ZHUH
KLJKHUERG\PDVVLQGH[25&,WRDQGXVHRIDYDVFXODUFORVXUHGHYLVH25
&,WR7KHUHZHUHLQKRVSLWDOGHDWKVLQWKHQRQ$6&JURXSDQG
LQWKH$6&JURXS$IWHUDGMXVWLQJIRUVLJQL¿FDQWFRYDULDWHVWKH$6&JURXSKDGDWLPHV
JUHDWHURGGVRIGHDWKFRPSDUHGWRWKHRWKHUJURXS&,WR
&RQFOXVLRQ ,QRXU VLQJOHFHQWHUH[SHULHQFH IHPDOHJHQGHUSHULSKHUDOYDVFXODUGLVHDVH VPRNLQJ
HDUOLHUWLPHIUDPHORZHUERG\PDVVLQGH[DQGXVHRIPDQXDOFRPSUHVVLRQIRUKHPRVWDVLV
ZHUHDVVRFLDWHGZLWKDKLJKHUULVNRI$6&3DWLHQWVZLWK$6&KDGDJUHDWHUWKDQWKUHHIROGULVNRIGHDWK
FRPSDUHGWRWKRVHZLWKQR$6&
7&7
6DIHW\DQG(I¿FDF\RID1HZ.DROLQEDVHG+DHPRVWDWLF%DQGDJH8VHDIWHU&RURQDU\
'LDJQRVWLFDQG,QWHUYHQWLRQDO3URFHGXUHV5HVXOWVRIWKH)LUVW3URVSHFWLYH&OLQLFDO6WXG\
'DQLHOD7UDEDWWRQL3DPHOD*DWWR3LHUR0RQWRUVL)UDQFR)DEELRFFKL*LRYDQQL7HUX]]L
$OHVVDQGUR/XDOGL*LXVHSSH&DOOLJDULV&ULVWLQD)HUUDUL$QWRQLR/%DUWRUHOOL
&HQWUR&DUGLRORJLFR0RQ]LQR,5&&60LODQ,WDO\
2EMHFWLYHV7RDVVHVVVDIHW\DQGHI¿FDF\RIIHPRUDOSXQFWXUHVLWHFORVXUHZLWK4XLN&ORW,QWHUYHQWLRQDO
JDX]HLQSDWLHQWVPRELOL]HGDWKRXUVDIWHUSURFHGXUH
%DFNJURXQG7KHUH LVJURZLQJLQWHUHVW WRUHGXFHKRVSLWDOVWD\DIWHUGLDJQRVWLFDQGLQWHUYHQWLRQDO
DQJLRJUDSK\DQGWR¿QGDOWHUQDWLYHFORVXUHGHYLFHVWRDYRLGLQYDVLYHFROODJHQEDVHGRUVXWXUHEDVHG
KDHPRVWDVLVLQVSHFL¿FYDVFXODUDQGSDWLHQWVVHWWLQJVZLWKRXWLQFUHDVLQJSURFHGXUDOFRPSOLFDWLRQV
6WXG\ 'HVLJQ 3URVSHFWLYH VLQJOH FHQWHU VWXG\ ZLWK VDIHW\ DQG HI¿FDF\ HQGSRLQWV FRPSDUHG WR
KLVWRULFDOFRQWUROPDQXDOFRPSUHVVLRQJURXSDQGREMHFWLYHSHUIRUPDQFHFULWHULDUHVSHFWLYHO\
0HWKRGV%HWZHHQ-DQXDU\DQG0DUFKSDWLHQWVPHQPHDQDJH\HDUVZHUH
HQUROOHG3DWLHQWVXQGHUZHQWGLDJQRVWLFDQJLRJUDSK\ Q RUFRURQDU\DQJLRSODVW\DQGVWHQWLQJ
Q ZLWKD)UDQG)UVKHDWK)HPRUDOVKHDWKZDVUHPRYHGLPPHGLDWHO\DIWHU
GLDJQRVWLFSURFHGXUHVDQGRQFH$&7YDOXHZDVVHFRQGVLQWKH3&,JURXS7KHPHDQ$&7YDOXH
DWVKHDWKUHPRYDOWLPHZDVVHFRQGV3DWLHQWVZHUHRQDVSLULQDVSLULQFORSLGRJUHO
/0:+DQGDVSLULQZDUIDULQ
7KH4XLN&ORW,QWHUYHQWLRQDOJDX]HDNDROLQEDVHGGUHVVLQJDFWLYDWHVWKHLQWULQVLFEORRGFRDJXODWLRQ
SDWKZD\WKXVDOORZLQJIRUDVKRUWPDQXDOFRPSUHVVLRQWLPHDQGDIDVWKHPRVWDVLVSHULRG7KHJDX]H
ZDVDSSOLHGZLWKD¿UPPDQXDOFRPSUHVVLRQIRUPLQXWHVDERYHWKHSXQFWXUHVLWHZKLOHUHPRYLQJ
DUWHULDO VKHDWK 7KH ¿UVW YDVFXODU DFFHVV VLWH DVVHVVPHQW EHJDQ DW PLQXWHV DQGZDV UHSHDWHG DW
PLQXWHVDQGKRXUZKLOHDWWHPSWDWDPEXODWLRQZDVSHUIRUPHGDWKRXUV4XLN&ORWDFKLHYHG
KHPRVWDVLV LQ  RI SDWLHQWV IROORZLQJ  PLQXWHV RI PDQXDO SUHVVXUH YV KLVWRULFDO FRQWUROV
PHDQ  YV PLQXWHV S7KHPDMRULW\ RI SDWLHQWV WUHDWHG ZLWK 4XLN&ORW 
DPEXODWHGZLWKLQKRXUVIURPWKHDSSOLFDWLRQRIWKHEDQGDJHZKHUHDVFRQWUROVWRRNDQDYHUDJHRI
KRXUVS)DLOXUHRFFXUUHGLQFDVHZKHUHKHPRVWDVLVZDVDFKLHYHGDIWHUSURORQJHG
PHFKDQLFDOFRPSUHVVLRQ,QWKLVFDVHDPDMRU!FPKHPDWRPDRFFXUUHGDQGDSVHXGRDQHXU\VPZDV
VXEVHTXHQWO\GHYHORSHGUHTXLULQJVXUJLFDOUHSDLU1HLWKHUPDMRUEOHHGLQJUHEOHHGLQJRUKHPDWRPD
DIWHUGHDPEXODWLRQRFFXUUHG&RQFOXVLRQV4XLN&ORW ,QWHUYHQWLRQDODFKLHYHVD VLJQL¿FDQWO\ IDVWHU
KHPRVWDVLVDQGDOORZVDQHDUO\DQGVDIHDPEXODWLRQIROORZLQJFRURQDU\GLDJQRVWLFDQGLQWHUYHQWLRQDO
SURFHGXUHV E\ IHPRUDO DSSURDFK7KHVH UHVXOWV FRPSDUH YHU\ IDYRUDEO\ZLWK WKRVH RI D KLVWRULFDO
FRQWUROPDQXDOFRPSUHVVLRQJURXS
